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%vt wrtr & T 55 tfwr wrtft $ fa >15 im ifara.w d! mr »?■ 
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rsrrw »rfr qfawrt wtoft tfs?Fnr 

(**rnwr favm) 

nrfa^nT 

»rf ftprt, 2a ijmf, i 9 »i 

err. err fa. 495 (sr) : — s’Nfir aftr srom wunfr Pm, 
1 v» 4 n ct *ftr tfsfm % faT vrfaqtr Pmt tt srm, sffafir 
sr'ir simspT mnft wfaPm, 1940 (1940 <n 23) *ff sm 
12 sfrr witt 33 vfl •wvi % ttipw, wmirFT, m-2. 

ere-3, ?nw (i), ertfiar 1 1991 tf *rrrr *n;*FR * 

wwce «ftr tffarrr T?m warn (m*^ ftwr) tfr crftnj^rr 
n. ttr. eir. fa. i3(*r), wrffar 1991 % m smftra 

fa^ mrr «rr, firm! *r»ft wfiptnl %, fjpfa mrrfaa tffa 
<fff dvnw aft, ipft wrPy *r, fimt tnm "St wfarqt, t »mT art 
TTwrar s;?t£ nf «ft, ms fifa sft srrfasft mffa *r 'njfa 
«frr ^icnr *far nn * 1 

«<lr, Tnrw sP srfrot 2 6-1* 1991 sft tppit srt ttw 
tcj <t tft *fr 1 

' 1877G1/91 


*fiK , f*i am fawf % «trtr $ itttt «r sftf srr^r wr^n 
1 

*n?nT <f JT? Trif ^ fa faff TfVfwfaTTt fa ft »rf | 
fa-rfr 15 wwm *m | fa sfarftr mmfaF tffa 

& srtprn far? ffa Pm r-rr fatj ^ eflt Wfa ironr i^r 
Pmt %■ wm dt tnf:« b ^ ^rr rffafa rnrtifr 

fT-rnfarc st» bTTtTm ift mrnrr »r?ft | 1 

srr, wr, %»rfa trpFiT, wfaPm arm 12 «rtr 
anr 33 jr*r stft ^rfanrt wirtfa gtj, «^fafa «rk Jmrsn 

mntr fa^nr, 1045 vtt aV frertmr ^ fa^ faurfafatr fwr 

nTrfr f, wfa .-— 

1. (1) n Pmt n>r m stWfa stvr wmr <mnfr 
(srarr w^Tm) Pm, 1991 1 1 

(2) 3 rm* irimm miffa eft irm tff»r 1 

2. sfarfar wstt mnft faw, 1945 *r,- _ 

( 1 ) 12 * %flrr) ’’ sfidv % tmtw. fa**r- 

fafem TisWet ifaFnfarr faeT m»rr-, :— 

“efafa” 


( 1 ) 
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(2) -mi'i :t if, “Eras? T< &jfar'fsR qrt 1 1 % 

hshth hr Hter HPprr, HHfey—- 

“i'2. (200 Hr)—( hTHT 12418) 

(tfin-4) — ias7—ntrrHrH. ois 477 87 % fa 1 ! 

HTtpp 1 

#R at (20 0 Ht), vfRrfiH H1HH ilJTf srrl HHH-HHH HT 

srfa^f«R htth,h Hm'r % i'*if t 

[k. «r*per. 110n/i2/ 9 QWtpr«* j r , t-'flu'll 
ijqfj F's w«rr, hhhh nfa? 

sfrafk sftr stw Hintfr f-rw, 1045 , 1 - 5-79 h 5 * hm 
jjsfrftTFr hh k w ; hr hFthr sp?^ hrmt«t («rf*wr f-r-or) 
-.-'me? h fv,-#fif 3 fjqfsr 3 rrt sprraH *rr*t«r, hIhE-t-th aftr Epm 
(<fr. ff. sfr. tr<r,) vfr hEhEth % HHftk«H % 1 hwhiw,, trh 
EthCt if vto % win HfHR, w (:t)(t) if httEsh 
ErhEtPW Hfk^HHiHf SRI JfSfffSrf Etrrr »R I : — 

1. ht.htt.Ei. 1241 Htr;«t 6-10-1979 

2. HT.TT.Ef. 1242 HrffW 9-10-1979 

3. *rr. wr, fk. 1243 -;rw o-10-1070 

4. HT . 5PT . Ef. 1281 ctff.* 1 2-1 0-89 

5. nr art.fk. 440 mfi* ly-i-so 
8. HT . 43 . Ef . 7 79 nff.Sr _'<r7-‘10 


[Part TI-Sjtc. 3 (i) 1 

3 5 . Hf.HIT Ei 67 7 (H) inf’T > 6 -S 8 
30 . HT. HTf . fk. 08t(H) HTV.rg' 0 - 6-80 
37 - HT.TT.Ef. 7-5 5 (Tf) 'Ot\V 2 * 4 - 6-88 

38 . Hr. 5 pr.f--f. s 13(H) ;;rfi«- 2*7-7-88 

39 . HT 5 pr.fi). 944 (H) r .Tf; 5 T 2 1 - 9-83 

40 - HT . TT . Ef. 4 . 5 (h) HRpsr 20 - 1-89 (H^Fti) 

4 1. nr. Tr. fk. 44(H) or~'«r 2-1->49 (sjErn) 

42. nr. 5frr. fir. iuo(h) tTth 1.1-2-3 3 
4 . 5 . 5 Tr. 5 TT.Fi'. 44 . 1 (H ) TIT. 5 ? ! 2 - 4-89 

44. rrr. Tr. Er. 5 s',, :<i ;,*rf!«r 2-0-39 (hE§hh) • 

45 HT.spr.Er. on; (H) hit* 11-7-39 

40 . HT. spr. Ef. 734 (H) itfw 23 - 8-39 

47 - HI. 5 pr.f-f. 1 ,- t H I Hi TV* 10 - 1-90 

48. HI. 5 pr.Ef. 7.5 1(H) HR:W 2 5 - 8-90 

49. Hr. 5 pt. fk. ,o»(h) hhi* 25-10-90 

50. nr. nr.f-r. 11(H) 7-1-91 

MINIS! RY OF HEALTH AND FAMILY WELFARE 
(Dcpai taieni of Health) 

NOTIFICATION 

New Delhi, the 25th July, 1991 


7. HT. TO. Ef. 540(H) fUT.lff 22-9-S0 
3. HT. 51). fk. 680(H ) HlfiW 5-L2-80 
9. HT apr.Ef. t> S I | H) ->7*1* 5-12-30 

10. HT.spr.fk. g82(h) hrI* 5-12-30 

11. HT.CT.fvT. 2 7 (V / Ht*;* 1 7 ' 1-8 1 

12. Hi.cr.fk 4 73(H) irrf.v o-s-st 

13 - HT.Cr.Ef, t- 2 *(H) HTff» 15 - 2-32 

14 - HT.ipT.fvf. 402 (H) HTfi* 22 - 0-82 

15- HT.CT.Ef. 5Iu(*f) HTViW 2*0-7-82 

16- HT. CT. fk. K?(h) Hlft* 20-7-82 

17- 5TT.Ct.Ef. 313 (h) TtRi* 1-5-84 

18. HT. CT, fk. 3 3 1 (H) HT?)* 8-5-8 4 

19. Hr. cr. fk. -too (w) arf.tr 20 - 6-84 

20. Hr.cr.Er. 437 (h) nTfi* 2-7-34 

21. HT. CT. Ef. sa(n) HTfrW 10-2-8 5 

22 . ht. cr.Ei. 7S8(*r) nr??* 10 - 10-33 

23. Hr. 5 pr.fk. 17 (h) aiffrr 7-1-84 

24. HT.CT.Ef. 1049 (h) HNS* 2*9-5-88 

25. ht.ct.Et. iuoo(h) Hi??* 5-9-30 
20- nr. cr. fk. nii(H) anfftr 30-9-86 

27 . HT. 5 pr.Ef. 71 (H) erf.H 30 -I-S 7 

28. 5tt. ct. fk. 57u(n) orfrr 12 - 0-87 

29 . HT. 5pT. Ef. 826 (H) a’Tfrw 2-7-87 

30. ht.ct.Et. 792 (H) arfirr 17 - 9-37 

31. HT.5pr.Er. 371(H) cpFrw i 4 - 3 *- 8 s 

32 . HT. 5PT. fk. 75(H) HTftrr 2 - 6-33 
3 j. ht.ct.Et. 075(H) crfrc 2-0-33 
34 - Hr. cr. Ef, 670 (H) HTfw 2-0-S3 


G.S.R. 495\E).—Wbeieas a draft of certain rnles further 
to amend the Drug*, and Cosmetics Rules. 1945, was publish¬ 
ed as required by sections 12 and 33 of the Drags and 
C osmetics Act. 1940 (23 of 1940), with the notification of 
the Government ot India, Ministry of Health and Family 
Welfare (Department of Health), No. G.S.R. 13(E). dated 
the 7th January, 1991 in the Gazette of India, Extraor¬ 
dinary Part II, Section 3, Sub-section (i), dated the J7th 
January', 1991 inviting objections and suggestions from “all 
persons, likely to be affected thereby before the expiry of a 
period of sixty days from the date on which the copies 
of the Gazette were made available to the public. 

And whereas the copies of the Gazette were made available 
to the public on the 28-1-1991. 

And whereas no objections have been received from the 
public on the said draft rules. 

Whereas the Central Government its of the opinion that 
circumstances have arisen which render it necessary to make 
rules without consulting the Drags Technical Advisory Board 
and whereas, the Central Government proposes to consult 
the Drugs Technical Advisory Board within six months from 
the date of commencement of these rules. 

Novr, therefore, in exercise of the powers conferred by 
sections 12 and 33 of (he 'said Act, the Central Government, 
hereby makes the following rules further to amend the 
Drugs and Cosmetics Rules. 1945, namely :— 

1. U) These rules may be called the Drugs and Cosme¬ 

tics (Sixth Amendment), Rules, 1991. 

(2) They shall come into force on the date of their 
publication in >he Official Gazet'e. 

2. In the Drugs and Cosmetics Rules, 1945— 

fl) after the heading ‘Schedule R’ (see Rule 125), the 
following sub-heading shall be inserted, namely :— 

“Condoms** 

(2) An Annexure 111, after paragraph 11 relating to 
"Elongation at bTeak”, the following paragraph 
shall be added, namely 

“12. Standards for Copper T (200 B)—IS 12418 
(Part 4—19S7—UDC No. 615. 477.87. 
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Omr-'II wj* 3(ii)] * 

Copper T (200 B) >jhall conform to the Indian Standards 
laid down from time to time by the Bureau of Indian 
.Standards", 


(No. X-11014|12|90-DMS&PFA)) 
B. S. LAMBA, It. Secy. 

NO IE.—The Drugs and Cosmetics Rules, 1945 as amended 
upto 1-5-1979 is contained in the publication of 
the Ministry' of Health and Family Welfare (De¬ 
partment of Health) containing the Drugs and Cos¬ 
metics Act and the Rules (PDGHS-61). Subsequent¬ 
ly the said rules have been amended by the follow¬ 
ing notifications published in Part JI, Section 3(i) 
of the Gazette of India, namely 

]. G.S.R. 1Z41 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430, dated 19-04-1980 

6. G.S.R. 779, dated 26-07-1980 


■ ur Ti^r'w: mnwrpjr 


20. G.S.R. 

21. G.S.R. 

22. G.S.R. 

23. G.S.R. 

24. G.S.R. 

25. G.S.R. 

26. G.S.R. 

27. G.S.R. 

28. G.S.R. 

29. G.S.R. 

30. G.S.R. 

31. O.S.R. 

32. G.S.R. 

33. G.S.R. 

34. G.S.R. 

35. G.S.R. 

36. O.S.R. 

37. O.S.R. 


487(E). dried 2-07-1984 
89(E), dated 16-02-1985 
788(E), dated 10-10-1985 
17(E), dated 7-01-1986 
1049(E), dated 29-08-1986 
1060(E), dated 3-09-1986 
1115(E), dated 30-09-1986 
71(E), dated 30-01-1987 
370(E), dated 12-06-1987 
626(E). dated 2-07-1987 
752(E), dated 17-09-1987 
371(E), dated 24-03-1988 
75(E), dated 2-06-1988 
675(E), dated 2-06-1988 
676(E), dated 2-06-1988 
677(E), dated 2-06-1988 
680(E), dated ( 06-198fi 
735(E), dated 24-05-1988 


7. G.S.R. 540(E) dated" 22-09-1980 

8. O.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E). dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5 02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17. G.S.R. 318(E), Juted 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. O.S.R. 460(E), dated 20-6-1984 


38. G.S.R. 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 2] 09-1988 Corrigendum 

40. G.S.R. 43(E), dated 20-01-1989 Corrigendum 

41. G.S.R. 44(E), dated 20-01-1989 Corrigendum 

42. G.S.R. 100(E), dated 14 02-1989 Corrigendum 

43. G.S.R. 443(E), dated 12-04-1989 

44. G.S.R. 588(E), dated 2-06-1989 Corrigendum 

45. G.S.R. 691(E), dated 11-07-1989 

46. O.S.R. 784(E), dated 28-08-1989 

47. G.S.R. 16(E), dated 10-1-1990 

48. O.S.R. 731(E), dated 23-8 1990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G.S.R. 11(E), dated 7-1-1991. 
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